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(3) Have completed a training pro-

gram that is approved by the medical 

director and governing body, under the 

direction of a registered nurse, focused 

on the operation of kidney dialysis 

equipment and machines, providing di-

rect patient care, and communication 

and interpersonal skills, including pa-

tient sensitivity training and care of 

difficult patients. The training pro-

gram must include the following sub-

jects:

(i) Principles of dialysis. 

(ii) Care of patients with kidney fail-

ure, including interpersonal skills. 

(iii) Dialysis procedures and docu-

mentation, including initiation, proper 

cannulation techniques, monitoring, 

and termination of dialysis. 

(iv) Possible complications of dialy-

sis.

(v) Water treatment and dialysate 

preparation.

(vi) Infection control. 

(vii) Safety. 

(viii) Dialyzer reprocessing, if appli-

cable.

(4) Be certified under a State certifi-

cation program or a national commer-

cially available certification program, 

as follows— 

(i) For newly employed patient care 

technicians, within 18 months of being 

hired as a dialysis patient care techni-

cian; or 

(ii) For patient care technicians em-

ployed on October 14, 2008, within 18 

months after such date. 

(f) Standard: Water treatment system 
technicians. Technicians who perform 

monitoring and testing of the water 

treatment system must complete a 

training program that has been ap-

proved by the medical director and the 

governing body. 

§ 494.150 Condition: Responsibilities of 
the medical director. 

The dialysis facility must have a 

medical director who meets the quali-

fications of § 494.140(a) to be responsible 

for the delivery of patient care and 

outcomes in the facility. The medical 

director is accountable to the gov-

erning body for the quality of medical 

care provided to patients. Medical di-

rector responsibilities include, but are 

not limited to, the following: 

(a) Quality assessment and perform-

ance improvement program. 

(b) Staff education, training, and per-

formance.

(c) Policies and procedures. The med-

ical director must— 

(1) Participate in the development, 

periodic review and approval of a ‘‘pa-

tient care policies and procedures man-

ual’’ for the facility; and 

(2) Ensure that— 

(i) All policies and procedures rel-

ative to patient admissions, patient 

care, infection control, and safety are 

adhered to by all individuals who treat 

patients in the facility, including at-

tending physicians and nonphysician 

providers; and 

(ii) The interdisciplinary team ad-

heres to the discharge and transfer 

policies and procedures specified in 

§ 494.180(f). 

§ 494.160 [Reserved] 

§ 494.170 Condition: Medical records. 

The dialysis facility must maintain 

complete, accurate, and accessible 

records on all patients, including home 

patients who elect to receive dialysis 

supplies and equipment from a supplier 

that is not a provider of ESRD services 

and all other home dialysis patients 

whose care is under the supervision of 

the facility. 

(a) Standard: Protection of the patient’s 
record. The dialysis facility must— 

(1) Safeguard patient records against 

loss, destruction, or unauthorized use; 

and

(2) Keep confidential all information 

contained in the patient’s record, ex-

cept when release is authorized pursu-

ant to one of the following: 

(i) The transfer of the patient to an-

other facility. 

(ii) Certain exceptions provided for in 

the law. 

(iii) Provisions allowed under third 

party payment contracts. 

(iv) Approval by the patient. 

(v) Inspection by authorized agents of 

the Secretary, as required for the ad-

ministration of the dialysis program. 

(3) Obtaining written authorization 

from the patient or legal representa-

tive before releasing information that 

is not authorized by law. 
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(b) Standard: Completion of patient 
records and centralization of clinical in-
formation. (1) Current medical records 

and those of discharged patients must 

be completed promptly. 

(2) All clinical information per-

taining to a patient must be central-

ized in the patient’s record, including 

whether the patient has executed an 

advance directive. These records must 

be maintained in a manner such that 

each member of the interdisciplinary 

team has access to current information 

regarding the patient’s condition and 

prescribed treatment. 

(3) The dialysis facility must com-

plete, maintain, and monitor home 

care patients’ records, including the 

records of patients who receive supplies 

and equipment from a durable medical 

equipment supplier. 

(c) Standard: Record retention and 
preservation. In accordance with 45 CFR 

§ 164.530(j)(2), all patient records must 

be retained for 6 years from the date of 

the patient’s discharge, transfer, or 

death.

(d) Standard: Transfer of patient record 
information. When a dialysis patient is 

transferred, the dialysis facility releas-

ing the patient must send all requested 

medical record information to the re-

ceiving facility within 1 working day of 

the transfer. 

§ 494.180 Condition: Governance. 
The ESRD facility is under the con-

trol of an identifiable governing body, 

or designated person(s) with full legal 

authority and responsibility for the 

governance and operation of the facil-

ity. The governing body adopts and en-

forces rules and regulations relative to 

its own governance and to the health 

care and safety of patients, to the pro-

tection of the patients’ personal and 

property rights, and to the general op-

eration of the facility. 

(a) Standard: Designating a chief exec-
utive officer or administrator. The gov-

erning body or designated person re-

sponsible must appoint an individual 

who serves as the dialysis facility’s 

chief executive officer or administrator 

who exercises responsibility for the 

management of the facility and the 

provision of all dialysis services, in-

cluding, but not limited to— 

(1) Staff appointments; 

(2) Fiscal operations; 

(3) The relationship with the ESRD 

networks; and 

(4) Allocation of necessary staff and 

other resources for the facility’s qual-

ity assessment and performance im-

provement program as described in 

§ 494.110. 

(b) Standard: Adequate number of 
qualified and trained staff. The gov-

erning body or designated person re-

sponsible must ensure that— 

(1) An adequate number of qualified 

personnel are present whenever pa-

tients are undergoing dialysis so that 

the patient/staff ratio is appropriate to 

the level of dialysis care given and 

meets the needs of patients; and the 

registered nurse, social worker and die-

titian members of the interdisciplinary 

team are available to meet patient 

clinical needs; 

(2) A registered nurse, who is respon-

sible for the nursing care provided, is 

present in the facility at all times that 

in-center dialysis patients are being 

treated;

(3) All staff, including the medical di-

rector, have appropriate orientation to 

the facility and their work responsibil-

ities; and 

(4) All employees have an oppor-

tunity for continuing education and re-

lated development activities. 

(c) Standard: Medical staff appoint-
ments. The governing body— 

(1) Is responsible for all medical staff 

appointments and credentialing in ac-

cordance with State law, including at-

tending physicians, physician assist-

ants, nurse practitioners, and clinical 

nurse specialists; and 

(2) Ensures that all medical staff who 

provide care in the facility are in-

formed of all facility policies and pro-

cedures, including the facility’s quality 

assessment and performance improve-

ment program specified in § 494.110. 

(3) Communicates expectations to the 

medical staff regarding staff participa-

tion in improving the quality of med-

ical care provided to facility patients. 

(d) Standard: Furnishing services. The

governing body is responsible for en-

suring that the dialysis facility fur-

nishes services directly on its main 

premises or on other premises that are 

contiguous with the main premises and 

are under the direction of the same 
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